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DETAILED ACTION 

This is a final Office action. Any new grounds of rejection were necessitated by 
the applicants' amendment to the claims. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 1, 3, 4, 6, and 7 are rejected under 35 U.S.C. 102(b) as being anticipated 
by US Patent No. 3,730,168 to McWhorter. McWhorter teaches an indicator device for 
visually indicating a pressure of blood inside a blood vessel comprising a body, an 
insertion tube 18, and a window (fig. 1; col. 3, lines 6-46 of McWhorter). The body 
comprises a passage 16 passing through the body and further comprising a duct 12a 
and having a hemostatically sealed blood accommodating chamber 11a (fig. 1; col. 3, 
lines 10-23 of McWhorter). The insertion tube 18 comprises a distal end portion 
adapted to be positioned inside the blood vessel and comprising a fluid communication 
pathway between a liquid inlet opening at the distal end of the insertion tube 18 (col. 3, 
lines 11-21 of McWhorter). The window comprises an at least semi-transparent section 
configured to enable visual observation of blood entering into the duct 12a via the inlet 
opening at the distal end of the insertion tube when the inlet opening is located inside 
the blood vessel (col. 3, lines 40-47 of McWhorter). The applicants should further note 
that figure 1 shows the needle or insertion tube and body 17 being aligned such that a 
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member would be capable of being threaded therethrough in a substantially straight 
path between the distal and proximal ends of the indicator device. 

As to the language "for visually indicating a pressure of blood inside a blood 
vessel, "blood accommodating," "adapted to be positioned inside the blood vessel," and 
"to enable visual observation of blood entering into the duct via the inlet opening when 
the inlet opening is located inside the blood vessel," the applicants should note that this 
is merely "intended use" language which cannot be relied upon to define over the prior 
art, since McWhorter teaches all of the claimed elements and their recited relationships. 
See Ex parte Masham 2 USPQ 2 nd 1647. The chamber of McWhorter is fully capable of 
accommodating blood. The insertion tube of McWhorter is similarly capable of being 
positioned within a blood vessel such that device indicates blood pressure. Additionally, 
the window of McWhorter would be capable of enabling visual observation of blood 
entering the duct when the inlet opening is located inside the blood vessel. 

Regarding claim 3, the duct 12a opens into the chamber 1 1 via an aperture 
having a spill-over edge 15, the aperture being located at a level above a bottom 
surface of the blood accommodating chamber 1 1 , whereby return flow of the blood back 
into the duct 12a is prevented (fig. 1 of McWhorter). 

Regarding claim 4, wherein the blood accommodating chamber 11 is located in 
the body, and the body further comprises the insertion tube 18 extending distally of the 
body (fig. 1 of McWhorter) 
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Regarding claims 6 and 7, the duct 12a extends vertically or horizontally to an 
aperture opening in to the blood accommodating chamber 1 1 (fig. 1 of McWhorter), 
depending on how the device as a whole is held or oriented. 

Claim Rejections - 35 (JSC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
McWhorter, as applied to claims 1,3,4, 6, and 7 above, and further in view of US 
Patent No. 2,748,769 to Huber. McWhorter discloses the insertion tube as a needle 
inherently having an opening somewhere along the distal end to enable fluid to enter 
the needle 18 (col. 3, lines 11-21; col. 3, lines 25-39 of McWhorter), but fails to give 
details as to the needle. However, Huber teaches a hypodermic needle adapted to be 
positioned inside a blood vessel and comprising a fluid communication pathway 10 and 
a liquid inlet opening 16, wherein the opening 16 is located on a side of the needle (figs. 
1-5; col. 2, lines 46-57 of Huber). Therefore, it would have been obvious to one of 
ordinary skill in the art at the time of invention to use the needle of Huber as that of 
McWhorter, since McWhorter teaches using a needle and Huber describes an 
appropriate such needle. 

Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
McWhorter, as applied to claims 1,3,4, 6, and 7 above, and further in view of US 
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Patent 3,062,202 to Hyman et al. McWhorter teaches the duct 12a being uniform in 
cross section over its length (fig. 1 of McWhorter) rather than having a varying cross- 
section over its length. However, Hyman discloses that the cross section of a duct of a 
pressure indicating device may be varied over its length or may be uniform in cross 
section (col. 3, lines 19-31 of Hyman). Therefore, it would have been obvious to one of 
ordinary skill in the art at the time of invention to vary the cross section over the length 
of the duct of McWhorter in order to provide different sensitivities at different pressure 
ranges (col. 3, lines 28-31 of Hyman). 

Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
McWhorter, as applied to claims 1,3,4, 6, and 7 above, and further in view of Hyman et 
al. McWhorter teaches providing an indicator device for visually indicating the pressure 
of a bodily fluid within the body, but fails to describe steps of measuring blood pressure 
using the device (col. 1, lines 46-50; col. 3, lines 37-44 of McWhorter). However, Hyman 
teaches a device 10 suitable for visually indicating the pressure of a bodily fluid, wherein 
such pressure includes blood pressure or spinal fluid pressure (col. 2, lines 9-19 of 
Hyman). The indicator device 10 is provided, and the distal end portion of the device is 
positioned inside the blood vessel (col.2, lines 35-40 of Hyman). The pressure is then 
indicated (figs. 1 & 2; col. 2, lines 40-47 of Hyman). Therefore, it would have been 
obvious to one of ordinary skill in the art at the time of invention to use the method of 
Hyman to measure blood pressure with the device of McWhorter, since McWhorter 
teaches a device that can be used for measuring the pressure of a bodily fluid within the 
body, and Hyman teaches an appropriate method of doing so. 
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Response to Arguments 

Applicant's arguments with respect to claims 1-8 and 20 have been considered 
but are moot in view of the new ground(s) of rejection. 

Allowable Subject Matter 

Claims 9-16 are allowed. The. allowability of the claims was addressed in a 
previous Office action filed 4/20/05. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia C. Mallari whose telephone number is (571) 
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272- 4729. The examiner can normally be reached on Monday-Friday 10:00 am-6:30 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



i Patricia Mallari 
Patent Examiner 
Art Unit 3736 
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